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1. Page 7 Revision of Regulatory Guide 10.8 for Medical Programs

The proposed guide appears to address the intent of many of the
previously submitted comments, i.e., guidance and training for
licensees. In the event, however, that a licensee choses to use an
alternative, but equivalent procedure than outlined, it should be
documented in the i?cense application. A licensee proposing
equivalent procedures may require a pre-licensing or timely post-
licensing inspection with emphasis on procedures. It has been our
experience that a licensee's perception of "equivalent" is not
always acceptable.

2. Page 13 of Enclosure 1, Supplementary Information

Although post-licensing visits are more acceptable than pre-licensing
visits, I still question what the definition of "within a short
time after operations” will be.

3. Page 19 of Enclosure 1, Release of Patients (35.75) b

The change from activity to exposure rate is certainly acceptable;
however, a requirement for patient instruction appears appropriate
for a 5 mr/hr at one meter exposure rate limit. The basis for my
concern is the ALARA concept for the spouse/bedmate/children of the
patient.

4. Page 39 of Enclosure 1 § 35.17 Amendments

"A licensee shall apply for and must receive a license amendment (f)
before making any changes in the licensed program which could result
in a reduction of radiation safety.”

If this question is to be left up to the licensee, some guidance
by way of examples might be added to Reg. Guide 10.8.

Mary L. Blazek
Oregon State Health Division
6/4/82
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The staff proposes to simplify the licensing process for medical
licensees by transferring a!l requirements for numan uses of
byproduct material from all sources to 10 CFR Part 35. The regula-
tions would become the soie source of reguirements for human use
and would serve to regulate the daily uses of radioisotopes at
medical facilities. The revised regulations would give licensees
and NRC's Ticensing and inspection personne! a clear and con-

solidated basis for licensing, operation and inspection activities.

in conjunction with this effort, the staff is revising Regulatary
Guige 10.8 for medical programs. The proposed guide will contain
at least one procedure acceptable to the Commission for meeting
each of the requirements in the proposed regulations for human
use® Licensees will thus aiways have access %o a suitable
oractice for using byproduct material in compliance with the
reguiations. Those licensees who wish to use alternative, but

equivalent, procedures may do sc at their discretion.

NRC “urther proposes to simplif, the current review prozes: by
e’ ‘minating the requirement that appiicants submit to NRCZ “ar
“aview Jetal’ed procedures Jescriding row thev intend Lo mee®
“ecu'rements in the reguiitions., Licensees wi ' stiil pe
reqL’"eq 0y the regulations, however, %o write and astap’ “sn
tnesa Jrocecures, anc proguc: coo'es for NRC ‘nspections 4 New

3o 3t on, NRC J1IMH, wi'T oe tup'ismed ‘n %he Fegersl leg'ster
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used to meet them. A license amendment would still be required for sub-
stantial changes in the type of medical use, or any change in radio-
logical personnel. Overall, the number of amendment requests is expected
to substantially decrease as a result of this simpiification.

Because lengthy procedural gescriptions are presently affixed to
licenses as conditions of use, licenses can be 50 pages or more in length.
Under the proposed approach, the licensee would operate the facility
according to the requirements for human use in the regulations, using the
written procedures supplied with the appiication. The requirements for
use are essentially unchanged under this scheme, but the volume of paper=
work transferred between NRC and its medical licensees and the volume of
the Ticense itself are greatly reduced.

The majority of facilities affected by the revised regulations have
already been reviewed and licensed under the present labor intensive
orocess. Last year, NRC received only 73 applications for new medical
'icenses. There are currently 2,631 established specific licensees. To
assure ‘r=depth evaluation for new applicants under t“e proposed regula-

;9 tions, NRC anticipates conducting post=licensing visite of medical "

i plicants within a short time after operations, Jave commensed, with the
2xcention 3f those requesting only the group of uses invoiving tne smallest
suantities of radioisotopes.

To summar:ze, placing ali human use requirements in the requlat ons
ing 2! ‘minat‘ng submittal of procegura’ gesc~iptions ~woula expedite %ne

‘censing review process. NRC est'mates that e iminating review of
cricecures would decrease the necessary review “‘me by about 50 percent.

firther, the croposed s'mpiffications wou'd ' iminate the two major
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licensees to use syringe shields to avoid unnecessary exposure of the

hands during injection.

Vial Shields (§35.61) = This new requirement would represent an
extension of the protection afforded by syringe shields. Shielding the
vials from which radiopharmaceuticals are drawn prevents unnecessary
evposure of the hands. Vial shields are already in widespread use for

this purpose.

Release of Patients (;35.75)?- This section changes the paticnt‘
release criterion from 30 millicuries of radiopharmaceutical activity to
an exposure rate of 5 milliroentgens per hour at a distance of one meter
from the patient] The scope of this limitation is expanded to include

patients with permanent implants.

Mobile Service (§35.80) - This section contains technical reaquire-

ments that are unique to mobile services.

Exemption for Tc~99m Pentatate Sodium Aerosol (§35.200(c)) = The
current Part 3% requires certain licensees using byproduct material for
clinical procedures other than those specified by the manufacturer's
oroduct labeling, to comply with the product labeling regarding chemical
ana physical form; route of administration; ang dosage range. The
oroposed Part 3% retains the requirement but provides an exemption for
technetium 39m pentatate sodium when used as an aerosoi for lung function
studies in 3 closed, shielded system. An identical exemption from the
requ'rement was put'ished as a proposed ~ule on April 13, 1982, (47 FR
15798), as 3 resy’t of a petition filed by Or. jeorge /. Taplin (Docket
No. qM=35-1),
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applicant shall mail the completed application form to U.S. Nuclear
Regulatory Commission, Region III, Radioisotopes Licensing Section, 799

Roosevelt Road, Glen Ellyn, I1linois 60137.

§35.17 Amendments. ~

A licensee shall apply for and must receive a license amendment:

(a) Before any human use of byproduct material not permitted by
the license issued under this part;

(b) Before the licensee permits a physician, other than a visiting
physician described in §35.34, to work as an authorized user under the
license;

(c) Before the licensee permits an individual not listed on the
license to perform the duties of the radiation safety officer;

(d) Before receiving byproduct material in excess of the amount
authorized on the license;

(e) Before supplying mobile service to a location not identified
o1 the license; and

(1, Before making any changes in the licensed program which coulg

result in a reduction of radiation safety.:

335.18 Notifications.

The licensee shall notify the Commission in writing on form NRC-213MH
within thirty days when an iuthorized user or raagiation safety officer
permanently discontinues performance of duties under the license. The

licensee shal) mai! the form to the appropriate address identifiea in

§35.16.
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